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Office Action Summary 



Application No. 

09/845,726 



Examiner 

Bao-Thuy L Nguyen 



Applicant(s) 

JACKOWSKI ET AL. 



Art Unit 
1641 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 16 June 2003 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1 and 36-43 is/are pending in the application. 

4a) Of the above claim(s) 36-43 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 1_ is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)\3 disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) O Notice of Drafts person's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) M Information Disclosure Statement(s) (PTO-1449) Paper No(s) 7& 11 . 6) □ Other: 
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DETAILED ACTION 



Election/Restrictions 



1. Restriction 



to one of the following inventions is required under 35 U.S.C. 121: 



I. 



Claim 1, drawn to a biopolymer marker, classified in class 530, subclass 300, for 



example. 



II. Claims 36-40, drawn to a diagnostic assay, classified in class 436, subclass 501, for 



III. Claims 41-43, drawn to a kit, classified in class 436, subclass 518, for example. 
2. The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product (MPEP 
§ 806.05(h)). In the instant case the peptide of group 1 can be use to generate antibodies. 

Inventions I and III are related as subcombinations disclosed as usable together in a 
single combination. The subcombinations are distinct from each other if they are shown to be 
separately usable. In the instant case, invention I has separate utility such as an antigen for 
generating antibodies. See MPEP § 806.05(d). 

Inventions II and III are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different modes of operation, 
different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the instant case the 
different inventions are not disclosed as capable of use together. The kit of Group III is not 
required in the method of Group II. 



example. 
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3. Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art as shown by their different classification, and because these inventions 
are distinct for the reasons given above and the search and examination required for Group I is 
not required for Groups II and III, restriction for examination purposes as indicated is proper. 

4. During a telephone conversation with Ferris Landers on 8/28/03 a provisional election was 
made with traverse to prosecute the invention of Group I, claim 1. Affirmation of this election 
must be made by applicant in replying to this Office action. Claims 36-43 are withdrawn from 
further consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non-elected 
invention. 

5. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.17(i). 



Claim Rejections - 35 USC § 112 
6. Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the written 
description requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed invention. 

SEQ ID NO. 1 has been amended such that it does not find support in the specification 
as originally filed. An amendment filed on April 25, 2002 deleted the amino acid (Ala His Lys 
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Ser Glu Val Ala His Arg Phe Lys) listing in the specification and replaced it with SEQ ID NO. V, 
subsequently, an amendment filed May 6, 2002 discloses a peptide consisting of 11 amino acid 
residues as SEQ ID NO. 1 (Ala His Lys Ser Glu Val Ala His Arg Phe Lys). These changes are 
proper and were entered. However, SEQ ID NO. 1 was modified in paper no. 13, filed on June 
16, 2003 to be a peptide consisting of 12 amino acid residues with the first and last residues in 
parentheses indicating predicted amino acids, this indicates that the invention is different from 
what is defined in the claim(s) and the originally specification because nothing in the 
specification leads one to predict that the peptide comprises 13 amino acids with the first and 
last being Asp. 



Claim Rejections - 35 USC § 101 

7. 35 U.S.C 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this tide. 

8. The claimed invention is directed to non-statutory subject matter. Claim 1 reads on a 
naturally occurring protein. It is suggested that applicant inserts either -isolated— or 
-synthetic—, if the protein is synthetic, between "a" and "biopolymer" for clarity. 

9. Claim 1 is rejected under 35 U.S.C. 101 because the claimed invention is not supported by 
either a specific and substantial asserted utility or a well established utility. 

The claimed biopolymer marker peptide is not supported by either a specific and 
substantial asserted utility or a well established utility because the specification fails to assert 
any utility for the peptide. The specification as filed does not disclose or provide any evidence 
that points to an activity for the peptide. While the specification discloses conventional protein 
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isolation techniques, it does not include any working examples of the characteristics of the 
isolated peptide or how to use it in a real world application. Therefore, it is reasonable to 
conclude that the utility would not be credible based on the evidence of record. A well 
established utility is a specific, substantial and credible utility which is well known, 
immediately apparent or implied by the specification's disclosure of the properties of a 
material, alone or taken with the knowledge of one skilled in the art. A well established utility 
is not any utility that one can dream up for an invention or a nonspecific utility that would 
obviously apply to virtually every member of a very general class of materials, such as proteins 
or DNA. 



Claim Rejections - 35 USC § 112 
10. Claim 1 is also rejected under 35 U.S.C. 112, first paragraph. Specifically, since the claimed 
invention is not supported by either a specific asserted utility or a well established utility for the 
reasons set forth above, one skilled in the art clearly would not know how to use the claimed 
invention so that it would operate as intended without undue experimentation. 



Double Patenting 

11. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, 
In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 
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Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

12. Claim 1 is provisionally rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 1 of copending Application No. 09/846,347. 
Although the conflicting claims are not identical, they are not patentably distinct from each 
other because both are directed to a polymer marker having SEQ ID NO. 1. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claim 1 is rejected under 35 U.S.C. 102(a) as being anticipated by Bar-Or et al., (WO 
01/25265). 

Bar-Or discloses a peptide consisting of SEQ ID NO 4 (Ala His Lys Ser Glu Val Ala His 
Arg Phe Lys) useful for inhibiting the production of ROS. See page 43. 

Conclusion 

13. No claim is allowed. 

14. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Bao-Thuy L. Nguyen whose telephone number is (703) 308-4243. The 
examiner can normally be reached on Monday, Wednesday and Thursday from 9:00 - 5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long V. Le can be reached on (703) 305-3399. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 308-4556 and (703) 305- 
3592. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 




Bap-limy Nguyen 
Primary Examiner 
23 July 2003 



